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1 . Applicant's election of the method of claims 5 and 6 in the reply filed on 7/7/08 
is acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Claims 1 and 2 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 7/7/08. 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 5 and 6 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

There is no support in the specification as originally filed for the claimed 
inventions. The specification discloses a method of producing an antibody using the 
particular steps recited in the claims, but does not disclose the claimed method which 
encompasses immunization for purposes other than producing an antibody (for example 
immunization to induce a T cell response). Regarding applicants comments and the 
cited passages of the specification, said passages are limited to the disclosure of a 
method for producing an antibody. There is no support in the specification as originally 
filed for the scope of the claimed invention (aka the claimed invention constitutes new 
matter). 
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5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

6. Claims 5 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Scholler et al. (US 2003/0008342) in view of Yokoyama-Kobayashi et al. 

Scholler et al. disclose immunization with vectors that induce antibodies wherein the 
vectors can encode a fusion protein with an artificially added transmembrane domain 
(see abstract, [0022], [0053]-[0055] and [0087], [0115]). Scholler et al. disclose 
immunization via intradermal administration (see Example 2). The antibody response is 
measured in an in vitro assay wherein the sample would be isolated and purified prior to 
or during the assay (see [0034] and [0142]). Scholler et al. do not disclose use of the 
vector recited in the claims using SEQ ID NO. 2 or that the antigenic protein is fused 
with the c terminal of a transmembrane domain. Yokoyama-Kobayashi et al. teach the 
vector recited in the claims (see Figure 1(b) for a description of the peptide encoded by 
the vector and pages 162, sections 2.2,2.3 and page 163, section 3.2 for a description 
of said vector). Said vector encodes a fusion protein containing an artificially added 
transmembrane domain wherein a protein is fused c-terminal to said transmembrane 
domain (see abstract). Yokoyama-Kobayashi et al. disclose that said vector can be 
used to produce a fusion protein that can be used to anchor a secreted molecule to the 
cell surface (see abstract). It would have been prima facie obvious to one of ordinary 
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skill in the art at the time the invention was made to have created the claimed invention 
because Scholler et al. disclose immunization with vectors that induce antibodies 
wherein the vectors can encode a fusion protein with an artificially added 
transmembrane domain whilst Yokoyama-Kobayashi et al. teach a vector that encodes 
a fusion protein containing an artificially added transmembrane domain wherein a 
protein is fused c-terminal to said transmembrane domain. 

Regarding applicants comments, the claims under consideration are not drawn to 
a method of making an antibody. The claims are drawn to a method of immunization. 
Boyle et al. discloses that membrane bound antigen results in a superior CTL 
response (see abstract). Thus, regarding the method under consideration (a method of 
immunization) Boyle et al. discloses that membrane bound antigen immunization results 
in a superior CTL response. Regarding applicants comments, Scholler et al. disclose 
that the SRA can be a secretory protein (see section [0021, line 9]). Regarding 
applicants comments about "concrete examples", "concrete examples" are not required 
to provide enablement for a US patent application or prior art reference. Regarding 
applicants comments about reasonable expectation of success, the MPEP section 
2121[R-6] states: 

2121 [R-6] Prior Art; General Level of Operability Required to Make a Prima 
Facie Case 

I. >< PRIOR ART IS PRESUMED TO BE OPERABLE/ENABLING 
When the reference relied on expressly anticipates or makes obvious all of the elements 
of the claimed invention, the reference is presumed to be operable. Once such a 
reference is found, the burden is on applicant to provide facts rebutting the presumption 
of operability. In re Sasse, 629 F.2d 675, 207 USPQ 107 (CCPA 1980). See also 
MPEP § 716.07. 

The prior art is enabled and thus provides a reasonable expectation of success of 
making the claimed invention. Applicant has not provided evidence as to why Scholler 
et al. is not enabled. Regarding Boyle et al., said reference is limited to studies using 
intramuscular injection (see abstract). The claims are drawn to methods using 



Application/Control Number: 10/088,859 
Art Unit: 1644 



Page 5 



intradermal administration wherein Boyle et al. does not address intradermal 
administration. 

Furthermore, Boyle et al. actually discloses that the antibody response seen to 
mOVA versus sOVA depends on the time point examined and the responses are 
equivalent at the time of peak response (see page 1900, first incomplete paragraph, 
lines 3-8 ). 

Boyle et al. disclose that: 

"Compared to the response to sOVA, the IgG response ofmOVA immunized mice was 
30 fold lower at 2 weeks, but when it peaked at 8 weeks there was no significant 
difference from that ofsOVA immunized mice (Fig, 2A) although the response in the 
sOVA immunized mice had reached a plateau..". 

Regarding applicants comments, the total response at 8 weeks is not significantly 
different as per the preceding quote from Boyle et al. 

Furthermore, Boyle et al. disclose that: 

"The lgG2a and lgG2b titers were similar between sOVA and mOVA immunized 
mice at all time points. Similar results were obtained in CBAXC57BI/6 mice (data 
not shown)." (page 1900, second column). 

Regarding applicants comments, as per above Boyle et al. teach that the lgG2a or 
lgG2b titers are similar, wherein the claimed method could be used to make antibodies 
specific for the aforementioned isotypes. Furthermore, regarding applicants comments 
about the quoted passage of the specification, said observation is clearly erroneous as 
applying to antibodies per se because Boyle et al. disclose that: 
"The lgG2a and lgG2b titers were similar between sOVA and mOVA immunized 
mice at all time points. Similar results were obtained in CBAXC57BI/6 mice (data 
not shown)." (page 1900, second column). 

Furthermore, regarding the applicability of the findings of Boyle et al. to other antigens, 
Boyle et al. disclose that other researchers have found only a "slight increase" in 
response to immunization with secreted versus membrane bound antigen (see 
page 1904, column 1, lines 9-15). Furthermore, Boyle et al. disclose that differences in 
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the plasmids used could potentially account for the results that they describe (see page 
1904, second column, first complete paragraph). 

Finally, Scholler et al. disclose immunization via the intradermal route, so the 
Boyle et al. reference is not germane to the instant rejection because the claims 
do not recite immunization via the im route and Scholler et al. disclose 
immunization via the intradermal route. 

Regarding applicants comments, Yokoyama-Kobayashi et al. teach the identical 
vector recited in the claims (see Figure 1(b) for a description of the peptide encoded 
by the vector and pages 162, sections 2.2,2.3 and page 163, section 3.2 for a 
description of said vector). Said vector encodes a fusion protein containing an 
artificially added transmembrane domain wherein a protein is fused c-terminal to 
said transmembrane domain (see abstract) and wherein the protein portion is 
therefore expressed extracellularly. Yokoyama-Kobayashi et al. disclose that said vector 
can be used to produce a fusion protein that can be used to anchor a secreted molecule 
to the cell surface (see abstract). 

8. No claim is allowed. 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851 . The examiner can normally be reached on Monday-Thursday 7:30-6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eileen O'Hara can be reached on 571 272-0841. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ron Schwadron, Ph.D./ 
Primary Examiner, Art Unit 1644 



